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7 PRODUCT DESCRIPTION AND USE
a LIST NAME AND MODEL NuM8EF@)

—.

b. PRODUCT FOR WHICH A vARIANCE 1SREQuESTED
_ A XER DISPLAY DEVICE
_ A PR@ECTOR FOR A ~ER LIGHT SHOW
& A w3ER LIGHT SHOW
_ OTHER [S-)

. ~ PROJECTORS ARE INTENDED FOR SALE LE&SE OR LOAN TO
OTHER b@ER LIGHT SIIOW PRODUCERS

f
d.P ODUCT IS INTENDED FOR uSE IN A

PLANETARIUM OR oTnER IXXF PRoJECTION STRUCTURE
XTtIEA=E

‘%:2~ARENA
DISCOTHEQUE OR NIGHTCLUB

~ OUT~R ARENA

$

MuSEUM
OUTDOOR ENC@3ED AREA

& OT~E~ (Se) 6%--6’ ‘@@=

_. PRODUCT IS INTENDED TO SE USED
&AT 0NL% QNE @rwrY)IXX%TIO’U
~ AT A VARIETY OF fTa@ LOCATIONS
_ oTtIER (sPxitYJ

.9 LASER RAol
iASER MEDIUM(AC H*NZL arc> I WAVELENG

A~oP 45S514 nm

Arijon f Kwpf)n I 45S670 nm

“!?~~~,~ ,,~.,.IS INTENDED TO BE UsEP AT ANT oNE L@ATlo~

z UORE THAN 5 BuT NOT MORE THAN 15 DAYS
_ Ess THAN 5 DAYS

g TOUR Is I’uTENDED TO RLJ’11FOR
_ MORE TnAN 6 MONTWS
_ 1+ MONTHS
_ LESS THAN 1 MONTH
_ OTHER {S-)

fI PRODUCT UTILIZES THE FOLL@VING LASER EFFECTS
& FRONT SCREEN PRWECTIONS
JL REAR SCREEN PRWECTIONS
_ hOKX3iAPHlC DISP@YS
z MULTIPLE REFLECTION@ (muRip& cha- LW*CZJVI afkrq
_ AUDIENCE -N*ING
z REFLE=IONS FROM STATIONARY MlRROR&) OR

MIRRORED SURFACES
jL STATIONARY IRRADIATION OF ROTATING MIRROR BALMS)

OR OTHER MIRRORED SHAPES
~ SCANNING IRRADIATION OF ROTATING MIRROR SALL(S)

JL FIBER OPTIC PROJECTIONS
& F=, SMOKE OR OTHER SCATTERING EFFECTS
_ OTNER (Spexr&)

IoN @VEU5
S mm} I _PEAIK F@vVER &DrE]

I 2 WatTs
500 rnw

Nd’fAG I 532 nm I 5 Wans
9. IF ANY WSER RADIATION IS PuLSED OR SC-REP, GIVE THE PurJ3.EPURATION AND RATE AND SCANNING FREQuENCY ANO

44PLlTuDE

Scanned: D.C. 10500 HZ Amplitude: 60 deg., peak 10 peak

10 REASON FOR REQUESTING VARIANCE
~ COMPLIANCE w ITFITHE LIMITS OF 21 cFR low-l I (c) WOULD RE~TRICT THE INTENDED uSE OF THE PRODUCT BEmuSE

=MPLIANCE WOULDLIMIT THE OUTPUT FmvER TO THE EXTENT THAT THE DESIRED EFFECTS wOULD NOT BE
SUFFICIENTLY vISIBLE

_ OTHER OR ADDITIONAL E%PWWATION (S-)

FORhl FDA 3147 M7] IIYW
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I I I MANNER INWHICH IT {S PRO-ED TO DEvIATE FROM THE REQuIREMENTS OF TtIE APPLICABLE ST~
/ A IT 5 PROPOSED TO 12EwA~” FROM THE PROVISIONS OF 21 CFR 1040.1I (c) IN THAT TtiE ACCESSIBLE EMlsSIoN LEvEL WOULD

EXCEED THE *CEWSIBLE EMI%ION LIMITS OF CLASS 10R C@SS II
_ IT IS PROWXED TO DEvIATE FROM TJiE PROWSION OF 21 CFR 1= 11 [c) J@ FOLLa5

72 ADVANTAGES TO BE DERIVED FROM SUCH PEVIArlON
A*ER LJGHTSHOWS AND DISP@YS ARE ACCEPTEP POPU@R MEDIA IN ENTERTAINMENT AND THE ARTS. LISE oF p~ER

LEvF@ IN E%CESS OF THE LIMITS IMPOSED BY 21 CFR 10@ 11 w IS NECESSARY TO ACHIEVE TIIE REQUIRED EFFECTS IN TnEsE
MEDIA

_ QTHEi? OR ADDITIONAL AWVAJNTAGES (dascHAe ma -XP@J

13 E%PLAIN THE AL7E RNATE M~NS OF RADIATION PROTECTION TQ E&SPROVIDED. (C-k as many x w apMY. In mm w ‘Rmwm-.
JU~ My ~ - ~, wsmga@mmd shaam aa n~ IY. .Sb3tGany mhw m=ma of Iadumenpr~~ - till b ~ )

a. AU Lw5ER PRODUCTS. SYSTEMS AND PRCLJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 104a 10 AND THE ~NDllTOt’IS
OF THIS VARIANCE AhJDWILL BE REPoRTECJ As REQLJIRED BY 24 CFR lW 10 AND 1M2,12 uSING l’nE REPORTING GWDES PRO
VIDED FOR SUCH PURPOSE TnESE ACTIONS WILL BE ~PLISHED PRIOR TO ANY lNTROf2UCTtON INTO COMMERCE.

b 4EFF!ECTS NOT SPECIFI-LLY INPKATEP IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED, No OTHER EFFEcTs WILL BE
ADpEp UNTIL AN AMENDMENT TO THE VARIANCE MAS BEEN OBTAINED ANp THE REQuIRED REPORTS OR SUPPLEMEt.J=. AS
APPLICABLE, HAVE SEEN SuBMlrrEP

c ~SCANfIIING, PROJECTION, OR REFLECTION OF LW3EFI AND COLLATERAL RADIATION (LIGHT SHOW RADIATION INTO AUDIENCE OR
oTnER ACCESSIBLE uNCONTROLLED AREAS WILL NOT BE PERMI~D ExcEPT FOR DIFFusE REFLEmIONS PRODUCED BY THE
ATMOSPHERE. APPEP ATMOSPHERIC SCA~ERING MEDIA, AND TARGET sCREENS,

d ~ XER RADIATION LEVELS IN ExCESS OF THE LIMITS OF C- I WILL NOT SE PERMITTED AT ANY ~INT LESS THAN30 METERs
A~VE ANY SURFACE WON WHICH PERSONS OTJIER THAN OPERATORS, XIIFORMERS, OR EMPLOYEES ARE PERMITTED TO
OR 2.5 METERS EEu%v IX IN @TE~L SEPARATION FROM AMY PLACE WHERE SUCH PERSONS ARE PERM~ED TO BE
OPERATORS, PERFoRMERS. ANp EMPLOYEES WILL NOT BE REQUIREP OR ALLOWED 10 vIEW RADIATION ABOVE TrlE LIMITS OF
CJA5S 10R BE EXPOBEP TO RADIATION AEJOVE THE LIMITS SPECIFIED IN 21 cFR IW 11 (GI

B 4 ANY pRoDuCT WHICH RELIES OIUSCANNING TO MEET ACCESS. EXPOSURE, OR PRODUCT c-s LIMITS WJLL INCORPORATE A
SCANNING SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SC: NNER MOTIOPJANp wrllCH WILL R-T FAST ENOUGH TO

“PRECLUDE EXCEEDING THE APPLICA13LE LIMIT’.

f _& ALL LASER LIGHT Snows SnALL BE UNDER THE DIRECT AN PERSONAL WNTRO& OF TWINED. COMP~ENT oPEhTOR@). THE
OPERATOR(S) WILL :

I 0) IMMEDIATELY TERMINATE THE EMEx310N OF LtGHT SHOW RAPIATION IN THE EvENT OF ANY UNSAFE CONDITION,

I @BE LCXXTED WHERE AU BM PATHS C* BE DIRECTLY OBSERVED AT ALL TIMES: AND

1 @SE AJIJEMPLoYEE oF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TWINING AND CONDUCT OF OPERATOR

I 9. x THE WIMuM LA2ER PROJECTOR o~puT POWER WIU NOT EXCEED THE LEVEL REQUIRED TO OST~N THE INTENDED EFFECTS—

h. z THE PROJECTION SYSTEM (1.E. THE PRCLJECTOR ND ALL OTHER COMPONE~ USED TO PRODUCE THE LIGHTING EFFECTS
WILL SE SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITS WILL
BE PROVIDED@ AN INMERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS. B-STOPS. TARGETS.
ETc.

! &&sER PROJECTORS WILL NOT BE DELwEI?ED TO ANY OTHER PARIY uNPER AN AGREEMENT OF SALE. LXE, OR LOAN UNLESS
AND UNTIL THE RECIPIENT DEMONSTIWTES THAT THEY tIAVE A VARMJUCE IN EFFECT AT THE TIME OF DELIvERY TnAT PERMITS
TnEM TO PRODUCE @SER LIGHT SHO/VS lNCOR~RATING SUCH PRGJECTOR

J k IN~DITIoN To THE REQuIREMENTS oF 21 cFR 1WJ-10 m). THE MANuFKTLJRER OF LASER PRO.J~ORSSYSTEMS WILL PROVIDE
TO PARTIES who PuRCHASE, LEASE. OR ~RRow THE EQuIPMENT. APECIUATE uSER’S INSTRUCTIONS FOR SAFE INSTALLATION
AND OPERATION AND WHIC17 EXFIAJN THE RESmNSIBIblTY OF THE RECIPIENT- AN INDEPENDENT LIGHT Sriow
MANuFACTURER TO SUBMIT THE REQuIRED REPCM?TSAND APPLY FOR AND OBTAIN A VARIANCE FRCIM CDRn PRJOR TO
INTRODUCTION INTO -MERCE OF ANY WER LIGnT SH-VS.

k &THE REQUIREMENTS OF 21 CFR lm.SD (a)(l) ANP @ WILL BE ~PLIsHED THRouGH THE usE OF WRl~EN pR~EDuREs
FOR SETUP ALIGNMENT, TESTING, AND PERFORMANCE OF Wm SHOW. THESE PR=EDURES WILL BE IN SUFFICIENT DETAIL TO
ENSURE COMPLMWKE WITH 21 CFR WMfJ-l@-THE =NDITIONs QF THIS vARIANcE, AND CONTR_ OF ACCESS TO RADIATION

All= uSING THE PWXEPURES DESCRIBED IN THE ANSI 21SS,1 STANDARD FOR TnE 9kFE uSE OF JASERS @MERIOW NATIONAL
STANDARDS INsTIT~E. Iq30 ~RqAY, NEW YORK. NY 10018) OR ANY OTHER EQuIvALENT USEI? mNSENSUS STANDJRD AND
AND. WHERE APPLICABU5. STATE OR Locq. REaLWKEMErrl?5. WU3ER RADIATION ARHts wfiICrI CAru CONTAJruJVN3JAT10NLEvEbS
ABOVE TfiE LIMITS SPECIFIED IN 21 CFR lDIUL1l(c), WILL BE CLXRLY IDENTIFIED BY THE Fx3STI)IJGOF WARNING SIGNS ANIYOR
RESTRICTED -sss THROUGH PH=ICU M- CSUCHAS PRESSURE SWITCHES. PHOTOCEL@, 6ARRIERS. GuARDS. ETc.).
THESE REQuIREMENT APPLY TO TEMPOFtARY AREAS @Ch AS DURING Si=UP AND ALJGNMENT PROCEDURES) AND TO FINAL
OR PERMANENT AREXi THE vARIANCE HOLDER WILL RFWLJNTHE RECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL
TESTS AS REQUIRED BY 21 CFR l~,Sl. A COPY OF THE VARIANCE APPLICATION, THE APPROVAL LEnER. CURRENT PROCEDURES
AND REcORDS REmTING To EACH PARTICUMR $NCW WILL BE WITH TiIE oPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND
WILL BE MADE AVAJUBLE FOR INSPECTION BY FDA AND OTHER RESPONSIBLE AUTHORITIES
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,-. ~
I. ~ ADVANCE VVR~EN NOTIFI-TION wrLL BE wC%S AS GTJRLf AS -ISLE TO APPROPRIATE FEkR% STA_ AND L-L

AUTHORITIES PROvlDlruG SH* ITINERARY WITH DaTES AND L~TIONS CLURLY AND COMPLETELY IDENTIFIED. AND A BASIC
DEsCRIPTION OF PRoP@3ED EFFECW INCLUDING A STATEMENT oF THE wlMuM POWER OUTPUT INTENOED SUCH
NOTIFICATIONS WILL BE W12E, BUT NOT NECE=ARILY LIMITED To

(1) THE CENTER FOR DEwcES AND RADIOLOGICAL HEALTH, OFFICE of COMPLIANCE (HFZ-312).2r19SGAITHER ROAD. R~KvlLLE,
MD 2DBSD.PROVIDIBJGTHE INITIAL MD CLOSING xTES FOR THE FIXED INSTVTION MD THE ITINERARY FOR UOE$fLE6nOwS
IN ADDITION. UNLESS ALL XPECTs OF @cn SHOW HAVE BEEN REPORTED -D THE ACCESSION NU@BERS CLWILY
REFERENCED ~Cti NOTICE VW& INCLUDE DETAILED DEsCRIPTIONS OF W2H SHW ANO A LISTING OF ALL EFFECTS TO BE
PERFORMED IN SUFFICIENT DETAIL TO CONFIRM COMPLmNCE WITH THE REGULATIONS AND THIS VARIA?!cE.

@ THE FEDE~ AVIATION A13MINISTR,ATION(FAA) FOR ANT PRoJECTIONS INTO OPEN AIRSPACE AT ANY TIME (I. E..INCLUOING
SET-UP. ALIGNMENT, REH~RSA~, pERFORMANC~S, ETC.), IF THE F- oBJEcTS TO ANY LASER EFFECTS. THE O&! ECTIONS
WILL BE RESOLVED AND NY CXXUDITIONS REQuESTED BY Fiw WILL BE ADHERED TO IF TnESE CONDITIONS 00i NOT BE MET
TRE OWECTIONABLE EFFEcXS WILL BE DELETEP FR~ THE SHO@.

P) STATE ANp SL RADIATION CONTROL OFFICESYAGENCIES FOR ALL SOWS TO BE PERFORMED WITHIN THEIR JuRISDICTIONS
ALL REQUIREMENTS OF STATE AN(3 L-L uw WILL C3EqTIsFIED AND ANY OELJECTIONSRAISED BY LOCAL AIJTHORJTIES
WILL f3E RESOLVEp OR THE EFFEm5 DELETED. (LISTS OF FEDEIU4 AND STATE OFFICES ARE AvAIIA3LE FR~ THE CENTER
FOR DEvICES AND RADIOLOGICAL WEALTH U~N REQUEST.)
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